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DING HWA CO., LTD4

510(k) Summary

Cli 4 Aspirator ModelDV-300

March 31,2014

1. Applicant Identification
Ding Hwa o, Ltd.
No.121, Sec.,3, Zhongshan Rd.
Dacun, aiwan 51542

Telephone: +966- 2-234s-1868
Fax:, +886-242345-3162
EstablishrnentReglstration: 3006789357

2. Contact'Person

Janna Babson
Regulatory Affairs Associate
Telephone: 1-678-708-477
Fax: 17678-567-3218
Email: Janna.Babson@EndoChoice.com

3. Device Name for Which Clearance is Sought
Trade Name: Cliq Aspirator,,mode! DV-300
Common/Usual Name: Aspirator
Classification Name: PoweredSuction Pump

EXpoRT DEPT5RM. 4BOVO/34 Taipei World Vade Center, 41FI:.5 Hs .YI Road. Sitiori 5. Ta~piiwan I1101"
TEL: 188 2- 2345- 4868 FAX: *886S 2 2345- 3162

FACTORY :1.21. sO.C.3.Zh0ngs-han RoaI. Dacuin. Chang- Hwa. Talwan,51542
TEL: 46386-44<888- 1486 FAX; :88.M 1499

FACTORY = 421.St~n-Kfunitt Road, eoPTou Industrial Park. Pat- Tosu;Chah 2e I-wa, alwan 52149
TEL: 86- 4-B888 1486 FAX : -886-4- 533: 1499
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4.. Device Classificatlon
Product Code:JX
Regulation Number: 878.4730
Class:
Review Pane~l: General and'Plastic Surgery

5. Intended Use:
The device Is intended to be used for aspiration dur ingf fIexi ble~endoscopy.

6. Device Description
The Cliq Aspirator miodel DV-300 Is i.AC-powered high-vacuum /low-filow suction unit used for
endaoscapic aspiration. TheDV-300 creates a negative pressure,(vacuum) that draws fluids
through disposable tubing, and: ihto a collection container.. The f luids are trapped within the
collection container for proper disposal. The device iscomprised of a-maintenance-free pump
unit; power cord, oln/off switch,, pressure relief, vaive,,pressure adjustment knob,, pressure
gauge, microbial filter, and intermediatetubing.

Tha Cliq Aspiratormodel DV1300 requires 110-120 V andi60 Hz. It has Class 1I with Type BF
applied part protection againstelectric shock. The DV-300 suction pump operates via a piston
puri'Otype, and has a maximum vacuum pressure of 620mm Hg. The pump produces a flow
rate of up toAS Liters per minute.

.7. Substa ntial Equivalence
The CliqAspirator model DV-300:is substantially equivalent to the legally marketed suction,
pump model KV-5'(K011725) manufactured by Olympus. Both the Ciiq Aspirator model.D-V-300
and the Olympus Suction-Pump model (V-S are intendled to be'used for aspiration d IUring,
flexible endloscopy.

Substa -ntial Equivalence Conicldsion
i Thedevices are equivalent in terms of intended use, operating principle; technology,

energy used, packaging, and materials. A table comparing specifications for the Ciiq
Aspirator model DV-300 and Olympus Suction Pump miodel Ky-S Is, provided below.

EXPORT OEPrnRrn. 48-02103, Tatpqi Wifd T'ade Critet.4 F 1t5. IHsin-YIRoad, $9ctionS.: raipasIaiwan 11011
TEL.: 4886- 2- 2345. £868 FAX: t826-2- 2345:3162

FACTORY =ii.sees. ZhOnZsha"tRmad, Dawun, Chang-,Hwa Taiwan 51542
TEL: +886-4. 888- 1436i FAX, -88&'4.886- 1499

FACTORY %:43,.Srin- Kong ist Roa,Pi Too industrial Park: Psi- Too. Cha-'HwaTavtii.52149
ITL : -886- 4. 888l £486 FAX : -88i-4.888- 1499;
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Substantial Equivalence Comparison Table:

Comparlson Table

ClIq Aspirator Otympus.Suction Pump Substantially
Model DV-300 Model KY-S Equivalent?

510k Number Unknown K(011725 NA

Trade Name Cliq Aspkrator Suction Pump NA

Model Number DV-300 KV-5 NA

Manufacturer PingI-Iwa Co., Ltd. Olympus NA

Device Classification 878.4780 878.4780 Equivalent

Pawered.Sijction Pump Powered Suction Pump

Class 11, Class 11"

Product Code iC)x Product Code JO(

Indications The device is, intended to .For aspiration during Equivalent
be used for aspiration fexible endloscopy and
:during flexIble~endostopy. general orsurgical suction

In a~healthcare
establishment..lIt Isnot
intended for thoracic,
domiciliai-y,,field or
transportuse.

EXPORr OEPTmRM. 48-02103: Taipei World Trade Cintet . 4/E.L.#5. Hsin-Y1 Road, section 5. Taipeljiwan Ii0 iO
TEL: +886- 2.2345:1868 FAX: 4-806 2..2345- 3162

EACTai z 1t21, sec. 3, ZhongShan Road, Oacun,.Cliang Hwa. Taiwian 51542
TEL: 4886- 4- 880-1486 1FAX : #1835.46188 1499

FACTORY i43, shin. kung 1st Road. Pel- Tou Industrial Park. Pel- Thup Chant, Hjw. T#iwar 521.49
TEL: 4-S96- 4- 888- 1466 FAX: ;86&.4.88821499i
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Comparison Table

Cliq Aspirator Olympus Suction Pumip Substantially
Model DV-300 Model Ky-S Equivalent?

Performance EN IEC 60601-1 EN IEC 60601--i Equivalent
Standards

EN lEG 60601-1-2 (220--240V

EN 15010079-11 model)

EN IEC

606011-

EN IS010079-1

UL 2601 --- I

CAN/CSA Std. No. 022.2

No.601.i---M9O

Packaging The device is packaged in a The deviceis packaged ini Equivalent.
foam-secured carton. a foam-secured carton,

Technolaglcal'and.System Specifications

Eiectrical requirements 11O-120 V, 60 Hz 100 --- 120 V, 50/60 Hz Equivalent

Protection against Class HI with Type BE Class InWith Type BE
electric shock Aple atapplied part

Maximtum Vacuum-i 620 mm Hg 638 mm Hig.
pressure

Vacuumh PimpType Piston Piston

EXPORT DEPTORrii 48.02/O,3Taiei Weld TradeWcenti,,4I#5. Hiin-Yi Road,,SeCtion 5, TaIPs6JaIwan 1611
TEL: 4886i:2- 234 5k 1868 FAX 88-2- 2345- 3162

FACTORY, 7: £ 21, SOC. 3. Thongstian Roa. Dacun,,Cang- Kwh, Taiwan 51642
TEL: t886. 4-888- 1486 FAX :86 4w$ W68. 1499'

FATR :=43. Shin- Kunig let Road, Pe1- Tou Industrial Park,' Psiw Tdushanj- Hwa, Taiwan 52144
TEL: Ii86- 4 888. 1486 FAX ; 88 6- 4.-888-15499

EMAIL,: infd&cAQMeaoIcom Web- site Z Il- ~ Ir
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Comparison Table

Cqq Aspirator Olympus Suction Pump Substantialiy
Model DV-300 Model lW-S Equivalent?

Flow UP tol8 L/min Up to 20 1/mmii

Sound leviel 53 dbA Not known

Weight, 3.5 kg 12.7 kg

Dimensions 30 x 16.,5 xi19 cm- 31,x 25.5 x 22 cm

Operating, Temperature: 0 -40 C Temperature: 10 -40 OC
En('iroinent

i-umniity: 0 -90 % Humidity: 0 -95 %

Atm. P ,ressure:.70-" 106 Atm. Pressuie:3 7- 106
kpa kPa

Storage Environment Temperature: -20 -S 50t Temperature: -40 - 70 'C

Humidity: -9% Humidity: 0 -95 %

Atm. Pressure: 50 -106 Atm. Pressure:.23.5 -,106
kPa kPa

Accessories

Filter Microbial, hydrophobic Microbial, hydtbgihobkc Equivalent

Suction Tube length 1.8 m 2 m

Filter Tube length 2501mm 900 mm

Power Cable yes yes

Suction Jarvolume :1.5 L. or 2.4 L. 2 liter (one~liter optional)

EXPO.RT D)EPTMRMt4B.O02/,3,.'Taip.I W&Ild Trade ConteK 4/FIn., H~siniYi Road, Sqcton 5.:Ta~pel,TalWan 110211
TEL :Se..2345- 1868: FAX:; +886- 2- 2345- 3262

FACTORY' :121r Sec. 3, Z1hongsban Road. Dacun., Chang. H43, Taiwan 515 42
T+8~86- 4-'W-8 1486 FAX : ',886.4.888ii.1499

FACTY ; 43. Siin. Kung Ist Road. Pei- TOU Industrial Park Pel-Toij,,Chang- H~a, Taiwan 52149
TEL. Bail4.98. 148& FAX : 386. 4- 888-t1499

EMAI: wtclinledcaI~guWeb. site: wwwcfiqmedlcai con,
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8. Performance Data

Testing includes:

* ElecttlIcally powered suction equipment safety requirements per EN ISO 1D079-1:2009
(See Section 16 far detailed report)

* Electromagnetic Compatibility per IECEN 60601-1-2:2007 (3rId Ed.) (See Section 116 for
detailed repor-t)

* Gendral basic safety and essential performance per lEd 60601-1. (See.Section 16 for
detailed report)

* Performance verification testing (SeaSection 18 for detailed protocol and report)

Tests Conclusion:.

* The dllq Aspirator model 0V7300,met all predefined criteria, and passed all tests foe
performance, elect rical safety, and electmomagnetic compatibility. 'The tests verified
.substantial equival ence to the Olympus~ Suction Pump model KV-5, and verifledathat'the
Cllq Aspirator Model DV-300 performs similarly to the predicate device as indicated in
the Substantial Equivalence Comp~arison Table..

9.Conclusion:
The Ding liwa ClIq Aspirator ModelD.V-300 is substantially eq~uiv~alent to thepredicate device
listed above.%

EXPCOr ODEPtflm. 48-02)03. Taipi world Teade Conte,. 4/FI.,. Hsin~YI Road. secton 5.?TaIpei,Ta~wan 11011
TEL: ta64 2- 2345-1868 FAX':.'386- 2. 2345.-3162

FACTORY =m. Sec. 3, ZhonzshtartRoad. Dacun, Chanig. Hwa, Taiwan 51642
TEL :16847 a8 w1486 - FAX: 886- 4- WS-1499 -

FACTORY : 43.Shin Kunz ittRoad. Pei- Tos IndUStrIal Park;-Pei- Td;u, Chang: Nwa, Tati'ail521 ,49
TEl. : 886- 4 BU.- 486 FAX: -2864. 8W- 1499
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%IZ% DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

I.4 Food and Drug Adminigntion
10903 New Hampshire Avenue
Documeic control center - W066-C609
Silver Spring, MD 2D993-0002

June 23, 2014
Ding Hwa Company, Ltd..
%e Ms. Janna Babson
EndoChoice Incorporated
11810 Wills Road
Alpharetta, Georgia 30549

Re: K140809
Trade/Device Name: Cliq Aspirator Model DV-300
Regulation Number: 21 CFR 878.4780
Regulation Name: Powered suction pump
Regulatory Class: Class 11
Product Code: JCX
Dated: April 2, 2014
Received: April 3, 2014

Dear Ms. Babson:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Renister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21I CFR Part 80 1), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
httD)://www.fda.gov/Medical DeviceslResourcesforYou/Industr/defaul.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safetv/ReiortaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (30 1)
796-7100 or at its Internet address
http://www.fda.gov/Medical]Devices/ResourcesforYou/lndustrv/detault.htm.

Sincerely yours,

David Krause -5
for Binita S. Ashar, M.D., M.B.A., F.A.C.S.

Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number ifnon

K1 40809
Device Name
Cliq Aspirator model DV-300

Indicatifons for Use (besod)
The device is intended to be used for aspiration during flexible endoscopy.

Type of Use (Saeec one or both, as applcableo)

IR Prescription Use (Part 21 CFR 801 Subpart D) I Over-The-Counter Use (21 CPR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurernce of Center for Devices and Radiological Health (Cowl) (Sign at u)

Joshua C. Nkpp ,-s
This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*
The burden time for this collection of information Is estimated to average 79 hours per response, Including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of lnformation. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRASt0A§Al.hhs~gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
Information unless it displays a currently valid 0MB number.
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